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May 14,2004 

Dr. Robert Moore 
Division of Compliance and EnforcemerWONPLDS 
Center for Food and Safety and Applied Nutrition 
U.S. Food and Drug Administration 
HFS - 810 
5100 Paint Branch Parkway 
College Park, MD 20740 

Dear Dr. Moore: 

Inverness Medical Nutritionals Group has re-launched a dietary supplement and 
wishes to notify the Food and Drug Administration. The supplement, EsfroHealth, 
consists of the active ingredients Black Cohosh Extract 80 mg, Dong Quai Extract 
75 mg, Soy lsoflavones 25 mg, Red Clover Powder 50mg, Chaste Tree Extract 80 
mg, Chamomile Powder 25 mg, Korean Ginseng Powder 25 mg, Black Pepper 
Extract 5 mg, and lpriflavone 50 mg and bears the following revised 
structure/function statements on the label(s). 

Displav Panel (Bottle Label) 

For Menopause * 

Helps Lessen the Effects of Hot Flashes and Night Sweats * 

Menopause Support * 

* These statements have not been evaluated by the Food and Drug 
Administration. This product is not intended to diagnose, treat, cure or 
prevent any disease. 
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Hano Taq 

Helps Alleviate Menopause * 

EstroHealth is a unique combination of herbs and soy isoflavones that help 
stabilize hormones and lessen the effects of hormone fluctuations. The 
phytoestrogen compounds in EstroHealth have a similar structure to 
estrogen and may help balance natural estrogen levels.* 

How does EstroHealth Help Alleviate Menopause? 
l Combats hot flashes and night sweats with Standardized Black 

Cohosh and Soy lsoflavones * 
l Maintains healthy bones and cardiovascular system with lpriflavone 

and Red Clover * 
l Promotes calming effect and relaxation with Chaste Tree Extract and 

Chamomile * 

* These statements have not been evaluated by the Food and Drug 
Administration. This product is not intended to diagnose, treat, cure or 
prevent any disease. 

Trav Label 

Promotes Female Hormonal Health + 

+ This statement has not been evaluated by the Food and Drug 
Administration. This product is not intended to diagnose, treat, cure or 
prevent any disease. 

We certify that the information contained in this notice is complete and accurate, 
and we have substantiation that the above structure/function statements are 
truthful and not misleading. 

Sincerely, 

William J. Neumann 
Vice President 
Quality and Regulatory Affairs 

Page 2 of 2 


